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CERTIFICATE OF MEDICAL DEVICE QUAL]'HL\ ““.“%;.R_H |
MANAGEMENT SYSTEM CERTIFICATION T
-

Certificate No . UKZB21MD20035R05
Unified social credit code91330108MA2SUEWCIM

This is to Certify that the Medical Device Quality Management System of

HANGZHOU BIGFISH BIO-TECH CO.,LTD

1s in conformity with
ISO13485:2016 idt YY/T 0287-2017 Standard, applies to

DESIGN, DEVELOPMENT, PRODUCTION AND SALES OF SAMPLE PRESERVATION LIQUID,
AUTOMATIC NUCLEIC ACTD EXTRACTION AND PURIFICATION INSTRUMENT, NUCLEIC ACID
EXTRACTION OR PURIFICATION REAGENT, GENE AMPLIFICATION INSTRUMENT, NOVEL
CORONAVIRUS RAPID DETECTION KIT FOR ANTIGEN (COLLOIDAL GOLLY), NOVEL
CORONAVIRUS RAPID DETECTION KIT FOR NEUTRALIZING ANTIBODY (COLLOIDAL GOLLD),
NOVEL CORONAVIRUS NUCLEIC ACID TEST KIT FOR SARS-COV-2 (FLUORESCENCE PCR) (CE
APPROVED COUNTRIES); DESIGN, DEVELOPMENT, PRODUCTION AND MARKETING OF REAL-
TIME FLUORESCENCE QUANTITATIVE PCR ANALYZER (CE.FDA APPROVED COUNTRIES)

REGISTERED ADDRESSROOM 310, FLOOR 3, NO. §, YINHU INNOVATION CENTER, NO._ 9, FUXIAN
ROAD, YINHU STREET, FUYANG DISTRICT, HANGZHOU CITY, ZHEJIANG PROVINCE, P.R.C.
OPERATION ADDEESSUNIT 2-8101, NO. 22, LONGQUAN ROAD, CANGQIAN STREET, YUHANG
DISTRICT, HANGZHOU ,PROVINCE, P R.C. ZHEJIANG, ROOM 310, FLOOR 3, NO. 6, YINHU
INNOVATION CENTER, NO. 9, FUXTAN ROAD, YINHU STREET, FUYANG DISTRICT, HANGZHOU,
ZHEJIANG PROVINCE, P.R.C.

Date of Initial Issuance:May. 25, 2021 BCC Ine.
Date of Is=suance:Feb 28, 2022 President:
Date of Expiration:May. 24, 2024

BCC Address: Fuioom 1101, Floor 11, Building 1, Guovingyzen, Xicheng District, Beijing, BP.R.C.
This certificate is valid within state - specified validities of sdministrstive and qualification licenzing.
The efBctiveness of thiz certificsts shall be maintsined by reguler surveillance sudit,

the validity of the cartificate can be inguired throueh www. boc.com.on or by QR code.

The infrmation of this certificate availsble fr inguiry on CHNCA"s website: www.onca. gov.on,
Apcreditation by UKAS iz granted to BCC &r providing sudits snd certificstions of IS0134835
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